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DETAILED ACTION 

Claims 1-8 are pending in the instant application. 
Claims 1-8 have been examined on the merits. 

Information Disclosure Statement 

Applicant's information disclosure statement filed December 23, 2005 is 
acknowledged. The submission is in compliance with the provisions of 37 CFR §1.97. 
Accordingly, the Examiner has considered the information disclosure statement, and a 
signed copy is enclosed herewith. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 119(a)-(d), which 
papers have been placed of record in the file. 

Drawings 

The drawings filed on March 15, 2005 are acknowledged. The drawings are 
objected to because the description of the drawings indicates that such material may 
very well be critical to determining whether there exists adequate description and 
enablement of the instant invention. In brief, Figure 2 is sufficiently poor enough that it 
is difficult to determine what is actually being described. Any structural detail that is 
essential for a proper understanding of the disclosed invention should be shown in the 
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drawing. MPEP § 608.02(d). Corrected drawing sheets in compliance with 37 CFR 
1.121(d) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. The figure or figure number of an amended drawing should not be labeled as 
"amended." If a drawing figure is to be canceled, the appropriate figure must be 
removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several 
views of the drawings for consistency. Additional replacement sheets may be 
necessary to show the renumbering of the remaining figures. Each drawing sheet 
submitted after the filing date of an application must be labeled in the top margin as 
either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If the 
changes are not accepted by the Examiner, the Applicant will be notified and informed 
of any required corrective action in the next Office action. The objection to the drawings 
will not be held in abeyance. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-3 and 5-7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
EP 0 824 918 (submitted as reference AA on Applicant's Information Disclosure filed 
December 23, 2005). 

Claim 1 is drawn to a method for regulating transcription activated by the 
transcription factor NFkB in a part of a blood vessel or vascular graft, wherein the 
method comprises the step of contacting the graft with a decoy for the transcription 
factor NFkB. Claims 2, 3, and 5 are dependent on claim 1 and include all the limitations 
of claim 1 with the further limitations wherein part of the vessel or vascular graft is a vein 
graft; wherein the method comprises contacting the NFkB decoy with a part of the 
vessel or vascular graft in vivo or ex vivo; and wherein the method suppresses 
neointimal formation in the graft by contact with the decoy against the transcription 
factor NFkB. Claim 6 is drawn to an agent for protection from intimal thickening in a 
vascular graft, wherein the agent comprises a NFkB decoy. Claim 7 is dependent on 
claim 6 and includes all the limitations of claim 6 with the further limitation wherein the 
vascular graft is a vein graft. 

EP 0 824 918 discloses and claims a method for the therapy and prophylaxis of 
NFKB-associated diseases, the method comprising administering an effective amount of 
an NFkB decoy to a mammal (see claims 10 and 17, for example). EP 0 824 918 also 
discloses and claims a composition for the therapy and prophylaxis of NFKB-associated 
diseases, the composition comprising a NFkB decoy (see claim 1, for example). EP 0 
824 918 discloses that the NFkB decoy composition is administered to blood vessels 
and graft material. 
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Therefore, EP 0 824 918 anticipates claims 1-3 and 5-7. 

Claims 1-3 and 5-7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
WO 95/11687 A1. 

The claims are as described above. 

WO 95/1 1687 discloses and claims a method of modulating gene transcription in 
vivo within mammalian cells, the method comprising administering a NFkB decoy (see 
claims 1 and 6, for example). WO 95/11687 also discloses and claims a method for 
treating a mammalian host to prevent restenosis, the method comprising administering 
a NFkB decoy (see claim 8, for example). WO 95/11687 discloses and claims a 
composition comprising a NFkB decoy (see claims 9 and 11, for example). WO 
95/11687 discloses that the NFkB decoy are used to modulate gene expression and 
regulate intimal hyperplasia (see Abstract, for example). 

Therefore, WO 95/1 1687 anticipates claims 1-3 and 5-7. 

Claims 1-8 are rejected under 35 U.S.C. 102(b) as being anticipated by Feely et 
al. (Transplantation, 2000 Vol. 70:1560-1568, submitted as reference AC on Applicant's 
Information Disclosure filed December 23, 2005). 

Claims 1-3 and 5-7 are as described above. Claim 4 is dependent on claim 1 
and includes all the limitations of claim 1 with the further limitation wherein the method 
comprises introducing the NFkB decoy into the vessel or vascular graft using a 
pressure-mediated method. Claim 8 is dependent on claim 6 and includes all the 
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limitations of claim 6 with the further limitation wherein the agent is for introducing an 
NFkB decoy into a vessel or vascular graft using a pressure-mediated method. 

Feely et al. disclose an ex vivo method for inhibiting graft coronary artery disease 
after cardiac transplantation in a mammal, the method comprising administering a NFkB 
decoy (see Abstract and Table 4, for example). Specifically, Feely et al. disclose the 
administration of a NFkB decoy to adult male rats using a pressure-mediated delivery, 
specifically hyperbaric pressure (see page 1561, first and second columns, for 
example). 

Therefore, Feely et al. anticipate claims 1-8. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



Application/Control Number: 10/528,346 Page 7 

Art Unit: 1635 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
either EP 0 824 918 (submitted as reference AA on Applicant's Information Disclosure 
filed December 23, 2005) or WO 95/11687 A1, in view of Mann et al. (The Lancet, 1999 
Vol. 354:1493-141498, submitted as reference AE on Applicant's Information Disclosure 
filed December 23, 2005). 

Claim 1 is drawn to a method for regulating transcription activated by the 
transcription factor NFkB in a part of a blood vessel or vascular graft, wherein the 
method comprises the step of contacting the graft with a decoy for the transcription 
factor NFkB. Claims 2-5 are dependent on claim 1 and include all the limitations of 
claim 1 with the further limitations wherein part of the vessel or vascular graft is a vein 
graft; wherein the method comprises contacting the NFkB decoy with a part of the 
vessel or vascular graft in vivo or ex vivo; wherein the method comprises introducing the 
NFkB decoy into the vessel or vascular graft using a pressure-mediated method; and 
wherein the method suppresses neointimal formation in the graft by contact with the 
decoy against the transcription factor NFkB. Claim 6 is drawn to an agent for protection 
from intimal thickening in a vascular graft, wherein the agent comprises a NFkB decoy. 
Claims 7 and 8 are dependent on claim 6 and include all the limitations of claim 6 with 
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the further limitations wherein the vascular graft is a vein graft; and wherein the agent is 
for introducing an NFkB decoy into a vessel or vascular graft using a pressure-mediated 
method. 

Determining the scope and contents of the prior art 

EP 0 824 918 teaches and claims a method for the therapy and prophylaxis of 
NFKB-associated diseases which comprises administering an effective amount of an 
NFkB decoy to a mammal (see claims 10 and 17, for example). EP 0 824 918 also 
teaches and claims a composition for the therapy and prophylaxis of NFKB-associated 
diseases which comprises a NFkB decoy (see claim 1, for example). EP 0 824 918 
teaches that the NFkB decoy composition is administered to blood vessels and graft 
material. 

WO 95/11687 teaches and claims a method of modulating gene transcription in 
vivo within mammalian cells, the method comprising administering a NFkB decoy (see 
claims 1 and 6, for example). WO 95/11687 also teaches and claims a method for 
treating a mammalian host to prevent restenosis, the method comprising administering 
a NFkB decoy (see claim 8, for example). WO 95/11687 teaches and claims a 
composition comprising a NFkB decoy (see claims 9 and 11, for example). WO 
95/11687 teaches that the NFkB decoy are used to modulate gene expression and 
regulate intimal hyperplasia (see Abstract, for example). 
Ascertaining the differences between the prior art and the claims at issue 

Neither EP 0 824 918 nor WO 95/11687 teach introducing an NFkB decoy into a 
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vessel or vascular graft using a pressure-mediated method. 

Mann et al. teach introducing decoys into human vein grafts using a pressure- 
mediated method (see Abstract, for example). Specifically, Mann et al. teach that an 
application using a pressure-mediated method strategy may lower failure rates of 
human primary bypass vein grafting. 

Resolving the level of ordinary skill in the pertinent art 

The level of ordinary skill in the pertinent art is considered to be high, being a 
graduate student or post-doctoral fellow in a biological science. 

Considering objective evidence present in the application indicating obviousness or 
nonobviousness 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to devise a method for regulating transcription activated by 
the transcription factor NFkB in a part of a blood vessel or vascular graft, wherein the 
method comprises the step of contacting the graft with a decoy for the transcription 
factor NFkB using the teachings of either EP 0 824 91 8 or WO 95/1 1 687. It would have 
been prima facie obvious to one of ordinary skill in the art at the time the invention was 
made to introduce the NFkB decoy using a pressure-mediated method using the 
teachings and motivation of Mann et al. 

One of ordinary skill in the art would have been motivated to devise a method for 
regulating transcription activated by the transcription factor NFkB in a part of a blood 
vessel or vascular graft, wherein the method comprises the step of contacting the graft 
with a decoy for the transcription factor NFkB since both EP 0 824 918 and WO 
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95/11687 taught that such a method could treat NFicB-associated diseases. One of 
ordinary skill in the art would have been motivated to introduce the NFkB decoy using a 
pressure-mediated method since Mann et al. taught that such a delivery method offers a 
promising approach for the prevention of coronary and peripheral bypass failure in 
mammals. 

One of ordinary skill in the art would have had a reasonable expectation of 
success of devising a method for regulating transcription activated by the transcription 
factor NFkB in a part of a blood vessel or vascular graft, wherein the method comprises 
the step of contacting the graft with a decoy for the transcription factor NFkB since both 
EP 0 824 918 and WO 95/11687 taught the successful use and design of such a 
method. One of ordinary skill in the art would have had a reasonable expectation of 
success of introducing the decoy using a pressure-mediated method since Mann et al. 
taught the successful use and design of such a delivery method in vivo. 

Therefore, the invention would have been prima facie obvious to one of ordinary 
skill in the art at the time of filing. 

Conclusion 

No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Terra C. Gibbs whose telephone number is 571-272-0758. 
The examiner can normally be reached on 9 am - 5 pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
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supervisor, James "Doug" Schultz can be reached on 571-272-0763. The fax phone 
number for the organization where this application or proceeding is assigned is 571-273- 
8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN 
USA OR CANADA) or 571-272-1000. 

Patent applicants with problems or questions regarding electronic images that can be viewed in the 
Patent Application Information Retrieval system (PAIR) can now contact the USPTO's Patent Electronic 
Business Center (Patent EBC) for assistance. Representatives are available to answer your questions 
daily from 6 am to midnight (EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image problem with, the 
number of pages and the specific nature of the problem. The Patent Electronic Business Center will 
notify applicants of the resolution of the problem within 5-7 business days. Applicants can also check 
PAIR to confirm that the problem has been corrected. The USPTO's Patent Electronic Business Center is 
a complete service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also enables 
applicants to view the scanned images of their own application file folder(s) as well as general patent 
information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 



December 12, 2008 
/Terra Cotta Gibbs/ 



